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Art Unit: 1624 

Claims 9,10,12 and 15-17 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

1. Claim 9 is incomplete as recited since it does particularly point out the 
invention by reciting intended subject matter so that one reading the claims 
can ascertain its scope but rather resorts to the specification which is 
improper. Note reliance on the specification to define claimed subject 
matter is permitted only under certain circumstances as discussed in Ex 
parte Fressola 27 USPQ 2d 1608. 

2. Claim 10 is not further limiting the scope of claim 9 as intended use(s) in 
such claims are given no material weight. Note In re Tuominen 213 USPQ 89. 

3. Claim 12 provides for the use of treating various uses, but, since 
the claim does not set forth any steps involved in the method/process, it is 
unclear what method/process applicant is intending to encompass. A claim 
is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 

4. Process claims 15-17 recite formulas that are not part of the body 
of the claim. Note they follow after the period. Printer queries would result. 
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Additionally many of the numbers designated the formulas are out of place. 
See in particular, "(I")" in claim 15. 

Claim 1 is also objected to because of the following informalities: The 
spelling of "naphtalenyl" needs to be corrected. See definition of Ar 2 . 
Appropriate correction is required. 

Claim 12 is rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, 
results in an improper definition of a process, i.e., results in a claim which is 
not a proper process claim under 35 U.S.C. 101. See for example Ex parte 
Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. 
Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

The incorporation of essential material in the specification by 
reference to an unpublished U.S. application, foreign application or patent, 
or to a publication is improper. Applicant is required to amend the 
disclosure to include the material incorporated by reference, if the material 
is relied upon to overcome any objection, rejection, or other requirement 
imposed by the Office. The amendment must be accompanied by a 
statement executed by the applicant, or a practitioner representing the 
applicant, stating that the material being inserted is the material previously 
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incorporated by reference and that the amendment contains no new matter. 
37 CFR 1.57(f). 

The attempt to incorporate subject matter into this application by 
reference to WO publications is ineffective because said publications are 
being relied on for essential material- i.e. in the preparation of early starting 
material sources. 

Claims 1-27 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way 
as to enable one skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. As the 
specification improperly incorporates essential material the preparation of 
instant compound is not enabling. 

Claims 1,3-8 and 10-17 are also rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The 
claim(s) contains subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the 
invention. Specification is not enabled for scope of compounds being 
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claimed which includes an assortment of Het rings at R2 coupled with 
varying ring sizes of both azine rings. Compounds made and tested 
represent the scope of claims 2 and 9 which always have as R2 an aryl ring 
with piperidino-piperazino link. There is no reasonable basis for assuming 
that the myriad of compounds embraced by the all the generic claims will 
all share the same physiological properties since they are so structurally 
dissimilar as to be chemically non-equivalent and there is no basis in the 
prior art for assuming the same. Note In re Surrey 151 USPQ 724 
regarding sufficiency of disclosure for a Markush group. Also see MPEP 
2164.03 for enablement requirements in cases directed to structure- 
sensitive arts such as the pharmaceutical art. 

Also note the criteria for enablement as set out in In re Wands cited in 
MPEP 21 64.01 (a),August 2000 edition, which includes factors such as: 

1) Breadth of the claims- the claims cover compounds easily in the 
millions as pointed out above; 

2) Level of unpredictability in the art- the invention is pharmaceutical 
in nature as it involves binding to one or more NK receptors. It is well 
established that "the scope of enablement varies inversely with the degree 
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of unpredictability of the factors involved" and physiological activity is 
generally considered to be unpredictable. See In re Fisher 166 USPQ 18: 
3) Direction or guidance- as stated above the compounds made are 
not representative of the instant scope but are closer to each other than to 
remaining scope being always phenyl at R2 with varying L choices. 
Evidence of structure sensitivity is seen for the limited data presented; 
4) State of the prior art- The compounds are acylated N-piperidiino- 
piperazinyl derivatives with azetidine directly attached to the other 
piperazine terminus. While similar compounds are known as evident 
from the art of record they lack the azetidine ring and are otherwise 
similar in structure to the compounds made herein and thus do not 
evidence the many structural permutations permitted in the instant 
scope are known for at least one use in the prior art; 

5) Working examples- While test data has been presented, there is 
varying activity based on the nature of substitution on the azetidine ring 
while R2 is always the same group and thus no clear evaluation of how 
varying this position might affect potency to a large or small degree. 
In view of the above considerations, this rejection is being applied. 
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Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Emily Bernhardt whose telephone 
number is 571-272-0664. 

If attempts to reach the examiner by telephone are unsuccessful, the 
acting supervisor for AU 1624, James O. Wilson can be reached at 571- 
272-0661 . The fax phone number for the organization where this 
application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center 
(EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 



/Emily Bernhardt/ 
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